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VII. SECTION tO 510WK SUMMARY

This summary of 510(k) substantial equivalence information is being submitted in
accoidance with the requirements of 21 CFR Part 8079(2,

1. Applicant's Name and Address

Atlantis Components Inc.
25 First Sireet
Cambridge, Massachusetts 02141
Telephone Number: 617-661-9799
Fax Numiber 617-661-9063
Contact Person: Franklin CyJernan

Manager of Quality and Regulatory Affairs

Z- Name of Device

Trade Name: Atlantis' Abutment for Nobel Replace Interface
Common Name: Endosseous dental implant abutment
Classification Name: £ndosseous dental implant abutment

21 CR1 872.3630 Product code NHA

3. Legally Marketed Devtve to which EauivaLlence is claimed (Predicate Device)

Mtannfanrer Device 510(k)
____ ___ ___ ____ ___ ___ Num ber

Atlantis Components Atlantis Abutment and Abutment K(981858
Inc. Screw K(023113
Nobel Biocare Replace TiUnite K(020646
Nobel Biocare Replace Ha Coated Implant

4, Descrlutlon of the Device

The devices covered in this submission are abutments which are placed into the dental
implant to provide support for a prosthetic restoration. The subject abutments are
indicated for cemented restorations,
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4. Des.ription of the Device (continued)

The Atlantis T Abutments for Nobel Replace Interface and abutment screws are made
from Titanium grade Ti-6AI4V ELI (Meets ASTM Standard F-136). The abutment is
placed over the implant shoulder and is mounted into the implant with a screw. The
abutments are compatible with Nobel Replace® Select Straight, Replace Select Straight
One Stage, Replace Select Tapered and Replace Select Tapered One Stage for the 3.5 mm
(NP), 4.3 nun (RP), 5.0 mm (WP) and 6.0 mm (WP) Implants.

5, Intended Use of the Device

The devices covered by this submission are abutments which are placed into a dental
implant to provide support for a prosthetic reconstruction. The Atlantis Abutment is
intended for use as an accessory to an endosseous implant to support a prosthetic device
in a partially or completely edentulous patient. It is intended for use to support single and
multiple tooth prosthesis, in the mandible or maxila. The prosthesis can be cement
retained to the abutment. The abutment screw is intended to secure the abutment to the,
endosseous implant.
Please note: Highly angled abutments (i.e. 30 degrees) on implants with diameters less
than 4 mm are intended for the anterior region of the mouth and not intended for the
posterior region due to limited strength of the implant.

6. Basis gr, Substantial Equivalence

The AtlantisTM Abutments for Nobel Replace Interface are substantially equivalent in
intended use, material, design and performance to the Atlantis Abutments cleared under
K981858 and Nobel Biocare Replace TiUnite Implants and Replace HA Coated Implants
cleared under 510(k) K023113 and K020646 respectively,
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Food and Drug Administration
9200 Corporate Boulevard

JUL 3 1 2006 Rockville MD 20850

Atlantis Components, Incorporated
C/O Ms. Betsy A. Brown
Consultant
B.A. Brown & Associates
8944 Tamaroa Terrace
Skokie, Illinois 60076

Re: K053654
Trade/Device Name: Atlantis IM Abutment for Nobel Replace Interface
Regulation Number: 872.3630
Rcgulation Name: Endosseous Dental Implant Abutment
ReulaItory Class: 1I
lroduct Code: NRA
Dated: , lu v I13. 2006
Received: ,hilv 17. 2006

1)car Ms. Broxwn:

\\c have rev iewed your Section 510(k) prenarket noti:ication of intent to mnarket the de\ ice
referenced ab oe and have determined the de\ ice is substantially cquivalCnt (fibr the
indications br use stated in the enlclosure) to legal ly marketed predicate de\ ices marketed in

interstate commerce prior to May 28. 1976. the enactment date ofthe Medical Dc\ ice
.\mend ments. or to devices that have been ieclassified in accordance x\ i the provi sions of
the Federal Food. Druo. and Cosmetic Act (Act) that do not require approval ofa premarkct
approv'al application (PM/A). You may. therefore, market the device. subject to the general
controls pro\isions of the Act. The general controls provisions of the Act inctide
req ui remIents for annual registration. Iistfimn of' devices. sood manufact ri n practice.
label in. and prohibitions agcainmst mInis1branding and ad Ihlicration.

If your de\ice is classified (see above) into either class 1I (Spccial Coontrolsl or class Ill
PM:\A). it may be subIcCt to such additional controls. [lxisting major reulaltions allectinu

\our dc\eice can he fIund in the Code of F:ederal ReCulations. litle 21. Parts 800 to 898. In
addition. D)A\ llaly publish Iturther ainlnounllCCleeCnts colnCcrllinm yourI de\ ice. ill the Federal

Iecisircl
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Please be advised that FDA's issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act's requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if
applicable, the electronic product radiation control provisions (Sections 53 1-542 of the Act);
21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a
legally marketed predicate device results in a classification for your device and thus, permits
your device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801).
please contact the Office of Compliance at (240) 276-0 115. Also. please note the regulation
entitled. "Misbranding by reference to premarket notification" (2 1 CFR Part 807.97). You
inay obtain other gcncral inlbrm ation oil voLu1F Fresponsi hbilities under the Act from the
)iiviosion of Small NManLihlcturers. International and Consumer Assistance at its toll-free

number (800) 638-2041 or 30!) 443-6597 or at its Internet address
htip: //\.ww Idx~la. £ov/cdrh/inadustrx/support/index, him!.

Sincerely yours.

(biu, Iin PhD.

Director
Div ision of Anesthesiology. (General Hospital.

Infection Control and Dental Devices
(Olikc oil Dxevice Evaluation
('enter ior Dev ices and

Radiolo-ical I lealih

e']tclosutlc
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Indications for Use

510(k)Number(if Known)_K 'O -(oT`A

Device Name: Atlantis m Abutment for Nobel Replace Interface

Indication for Use:

The Atlantis Abutment is intended for use as an accessory to an endosseous implant to
support a prosthetic device in a partially or completely edentulous patient. It is intended
for use to support single and multiple tooth prosthesis, in the mandible or maxilla. The
prosthesis can be cement retained to the abutment. The abutment screw is intended to
secure the abutment to the endosseous implant.
This device is compatible with the following manufacturers' implant systems: Nobel
Biocare Replace Select Straight, Replace Select Straight One Stage, Replace Select
Tapered and Replace Select Tapered One Stage.

Please note: This device may be used in an early load situation, but is dependent on the
specific implant system and protocol used by the dental professional.
Highly angled abutments (i.e. 30 degrees) on implants with diameters less than 4 mm are
intended for the anterior region of the mouth and are not intended for the posterior region
due to limited strength of the implant.

Prescription Use _ AND/OR Over-The-Counter Use
(Part 21 CFR 801 SubpartD) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

, ~ ~~~~ ~~ A-•#r C4 if .....
, Anesthesiology General Hosp:.3

.:un Control, Dental Devices

:;nber _ _ _ _ _ _ _


